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U.S. FOODAND DRUGADMINISTRATION
NEW YORK DISTRICT

850 Tt{lm AVENUE, BROOKLYN, NEW YOR.K 11232 g=. %5

‘hkpho[l~: [718] 965-.S300

CERTIFIED MAIL
RFITURN RECEIPT REOL ‘ESTED

WARNING LET”I’ER

Mr. [~ii[~~Ncllcr, Prcsidcn(
[)ciln & Du[..ucil

560 Br(mdw;iy
N’uw York, NY 10012

l.kir Mr. Ncllcr:

Ref: 32-NYK-97

The Food ad Drug Adfl]inis[riition has information which shows that your firm has viola[ed
the F~d~riil Fred, Drug :ind Cosmetic Act (’l-he Act).

The I:t)(d ;IId Drug Administri]tion recently attempted to collect a sample of smoked salmon,
which y(~ur f“irl~~ot”tertxl !or entry into the United States through the Port of New York/New
-lcrscy umlcr cn[ry number D053020392-9 d:itd December 9, 1996.

Our :i[(cmpt (o coltcct the sample of smoked salmon revealed that your firm distributed the
entire shipment wi[hout suitable clearance trom FDA. The failure to hold a shipment in(iwt
pending rcccipt ot- :~May Prwxd or Release N(lticc from FDA is a violation of the Fwierai
Food, Drug and Cosmetic Act. We arc thereby requesting U.S. Customs to order redelivery

ot” this shipment (ct)py enclosed).

F;lilurc (o pru[l~ptly correct this violation and prevent future violations may result in
rcgul:~ttlry :wti~~nwith~mt turthcr notice such as seizure, injunction, or detention wi[hout
pl]ysic;ll cxdf]lindtion, tu ensure that imported product is held intact until released by FDA.



.-——..__

—,b....,.. . , .

. .

Mr. D:inc Ncller
De(t,I & DeLuca

Within 15 working days of receipt of [his
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et[er, please no[ify this office in writing of the
specific steps you have taken to correct the violation, including an explanation of each step
being taken to prevent the reoccurrence of the violation.

Your response should be directed to Ms. Mildred Harris, Compliance Officer, Food and
Drug Administration, 850 Third Avenue, Brooklyn, NY 11232.

A copy of this letter, except for any confidential, personal or commercial information will he
placed on public display at this office no earlier than fifteen (15) days after the date of this
letter. Your response will also be cm public display with only confidential, personal or
commcrcidl information purged.

Sincerely,

/

),,~ .
/222+z
Iliana Amador
Acting District Director

Enc.


